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UNITED STATES OF AMERICA AS REPRESENTED. 



et al 



1. This written opinion is the 



f 



, (first, etc) drawn up by this International Prefiminary Exaniining Authority. 



2. This report contains kidications and corresponding pages relating to the foUowihg items: 

I [xj Basts of the opinion 
II [jj Priority 

III Non-estabGshment of opinion with regard to novelty, inventive step and industrial applicafoility 

IV [j^ Lack of un^ of invention 

V 12 Reasoned statement under Rule 66.2(aXii) with regard to novelty, inventive step or industrial applicabHicy; 
citations and explanations supporting such statement 

VI Q Certain documents dted 
VII Q Certain defects in the international application 
Vltl Certain observations on the international application 

3. The applicant is hereby nvited to leply to this opicuoa 

VfhnS See the time limit indicated above. The applicant may, before the expiration of that time Gmit, request this Authority 
to grant an extension, see Rule 66^2(d). 

How? By subnuttiqg a written reply, ajocompanied. winre appropriate, by amendments, according to Rule 66 J. 
For the form and the language of the aniendnients, see Rules 66^ and 66.9. 

Also For an additronal opportunity to submit amendmenU, see Rufe 66.4. 

For the exaiiuaer's oUigalion to consider amendments and/or arguments, see Rule 66Abis, 
Far an Informal communication with the examiner, see Rule 66.6. 



U no reply is filed, tiK international prefiminary examination report wiU be established on the I 

04/09/1997 



4, Hie final dale by which the intemalioaal prefiminary 

e x a m i n atioa rqrart must be estafafidied according to Rule 69.2 is: 



RECEIVED 

^optmon.' ' . 

FEB 1 l/im 
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I« Basis of tlie opioion 



L this opinion has been drawn up on the basis of (Substitute sheets which have been furnished to the receiving Office 
in tespaase to aa invitation under Article 14 are referred to in this opinion as 'originally filed',): 

Ix] the international application as originally filed. 



( ] the description, pages , 
pages 
pages ^ 



^, as originally filed, 
filed tfitfa the deiand. 



^ filed with the letter of 



i ] the claiis, los. 

Hos. 
iios. 



as originally filed, 
as aiended under Article 19, 
filed with the deiand, 
filed with the letter of 



[ J the drawings, sheets/fig 
dieets/fig 
sheets/fig 



as originally filed, 
filed with the deaand, 
filed with the letter of 



2. tte aiendients have resulted in the cancellation of: 

[ J the description, pages 

{ 1 the claiis, ifos. 



[ 1 the drawings, sheets/fig 



t 1 ttis opinion has been established as if (sow of ) the aiendients bad not been lade, since they have been 
^nsidered to go beyond the disclosure as filed (Rule 70,2(c)): 



AddSti<mal observations, if necessary: 



n Kt/im/m (sheet 1) (January 1994) 



WRITTKR >t»INIOM 
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V. Beasooed sUteKat under Sole 66.2(a)(ii) gith regard to novelty, iofeaUve step and industrial aiiplicabiUty; 
citations and eiplanatioos si^porting sucb statement 



1. srAfflan* 

novelty (I) Claiis • 

Claiis 1,19 

Inventive Step (IS) Clains 

Claiis 2-18, 20-21. 

Industrial i^licd)ility (lA) clains 

Clains 



2. CmfKWS m EXPLAWLTIOHS 

1. A method for transfection of T cells with a nucleic acid 
molecule comprising a gene wherein the T-cells are con- 
tacted with a stimulatory agent prior to the trans- 
fection is already described in Dl (WO 94/29436; see 
e.g. page 21. section II). 

Therefore, at least the general methods according to 
present Claims 1 and 19 are not novel (Article 33.2 
PCT). 

Moreover, and without going into detail, nearly all of 
the other embodiments of the dependent claims are also 
disclosed in Dl (i.e. especially the use of two differ- 
ent agen1:s and several of the specific agents referred 
to in the dependent claims) and, consequently, said 
claims lack novelty. 

2. A detailed examination of novelty and iriventive activity 
of the dependent caaims, however, at present has hot 
taken place for the following r^sons: 



n Kl/mk/m (sbeet 2) (January 1994) 



WRITTEH i?IHIOM PCT/US96/06200 

First, it appears as if an inventive concept of the 
present application which is based on the choice of the 
order of the stimulation and the transfection step, is 
no longer present. In view of this observation, also 
none of the features of the dependent claims (novelty 
provided) can re-establish an inventive activity. 

Second, in view of the lack of novelty of the main 
claims, most of the dependent claims become 
"quasi-independent" and are, regardless the absence of 
soy inventive activity, no longer connected between each 
other by a common inventive concept. 

Thus, in absence of oug independent main claim which is, 
at least, novel the remaining set of claims lacks unity. 
Consequently, a further examination can only take place 
either if a decision has been taken by the Applicant 
Sjkist of the features of the dependent claims should be 
examined (e.g. by integrating this feature into a new 
main claim) , or if one or more examination fees have 
been paid for each of the features which is desired to 
be examined. 

3. For the assessment of the present Claims 19 to 21 on the 
question whether they are industrially applicable, no 
unified criteria exist in the PCT. The patentability can 
also be dependent upon the formulation of the claims. 
The EPO, for example, does not recognize as industrially 
applicable the subject-matter of claims to the use of a 
compound in medical treatment, but will allow, however, 
claims to a known compound for first use in medical 
treatment and the use of such a compound for the 
manufacture of a medicament for a new medical treatment. 



a iXX/im/m (sheet 3) (Jamiary 1994) 



